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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  88N-0335] 

Drugs  Containing  Sulfamethazine, 
Sulfaquinoxaline,  Sulfamerazine, 
Sulfathlazole,  Sulfapyridine,  or 
Sulfanilamide  for  Oral,  Injectable, 
Intramammary,  or  Intrauterine  Use  in 
Food-Producing  Animals;  Opportunity 
for  Hearing 

agency:  Food  and  Drug  Administration. 
action:  Notice. 

summary:  The  Food  and  Drug 
Administration  (FDA),  Center  for 
Veterinary  Medicine  (CVM),  is 
proposing  to  refuse  approval  of  new 
animal  drug  applications  (NADA’s)  for 
drugs  containing  sulfamethazine, 
sulfaquinoxaline,  sulfamerazine, 
sulfathiazole,  sulfapyridine,  or 
sulfanilamide  for  oral,  injectable, 
intramammary,  or  intrauterine  use  in 
food-producing  animals.  Each  of  the 
NADA's  in  question  is  for  a 
sulfonamide-containing  drug  covered  by 
interim  marketing  under  §  510.450  (21 
CFR  510.450).  FDA  has  proposed  to 
remove  §  510.450  by  notice  of  proposed 
rulemaking  published  in  the  Federal 
Register  of  September  15, 1988  (53  FR 
35833).  CVM  is  proposing  to  re^se 
approval  of  the  NADA’s  following 
publication  of  that  proposed  rule  and 
the  publication  on  July  5, 1984  (49  FR 
27543)  of  a  notice  advising  the  sponsors 
of  those  NADA’s  of  the  data,  labeling, 
and  other  information  necessary  for 
approval  under  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (the  act),  CVM  has 
completed  its  review  of  the  data, 
labeling,  and  other  information 
submitted  to  each  NADA  and  has 
concluded  that  none  of  the  sponsors  of 
the  NADA’s  listed  in  this  notice  has 
submitted  all  the  requisite  data, 
labeling,  and  other  information.  For  that 
reason,  CVM  is  now  proposing  to  refuse 
approval  of  all  the  NADA’s  under  one  or 
more  of  the  provisions  specified  in  the 
act. 

Some  of  the  sponsors  of  the  NADA’s 
listed  in  this  notice  previously  requested 
a  hearing  on  an  earlier  refusal  to 
approve  their  NADA’s.  If  those  sponsors 
wish  to  avail  themselves  of  the 
opportunity  for  a  hearing  provided  by 
this  notice,  however,  they  are  required 
to  request  and  justify  a  hearing,  as 
specified  in  this  notice. 

DATES:  A  written  appearance  requesting 
a  hearing  by  December  15, 1988;  data, 
information,  and  analysis  on  which  the 
request  for  hearing  relies  by  February 
13, 1989. 


ADDRESS:  Written  appearance,  data, 
information,  and  analysis  to  the  Dockets 
Management  Branch  (HFA-305),  Food 
and  Drug  Administration,  Room  4-62, 
5600  Fishers  Lane,  Rockville,  MD  20857. 
FOR  FURTHER  INFORMATION  CONTACT: 
Philip  J.  Frappaolo,  Center  for 
Veterinary  Medicine  (HFV-240),  Food 
and  Drug  Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857,  301-443- 
4940. 

SUPPLEMENTARY  INFORMATION: 

I.  Background  Information 

In  the  Federal  Register  of  July  5, 1984 
(49  FR  27543)  (the  July  1984  notice) 
(corrected  August  7, 1984;  49  FR  31444), 
FDA  announced  plans  for  the 
termination  of  interim  marketing  under 
§  510.450  for  drugs  containing 
sulfamethazine,  sulfaquinoxaline, 
sulfamerazine,  sulfathiazole, 
sulfapyridine,  or  sulfanilamide  for  oral, 
injectable,  intramammary,  or 
intrauterine  use  in  food-producing 
animals.  The  July  1984  notice  listed  the 
23  brms  that  had  submitted  NADA’s  for 
sulfonamide-containing  drugs  imder  the 
provisions  of  §  510.450,  and  requested 
that  sponsors  of  NADA’s  covered  by 
interim  marketing  (1)  submit  by  October 
3, 1984,  a  statement  of  intent  with  regard 
to  continued  marketing  of  their  products 
and,  (2)  submit  by  October  7, 1985,  data, 
revised  labeling,  and  other  information 
necessary  for  approval  of  a  NADA.  (’The 
requisite  data,  labeling  and  other 
information  are  described  in  detail  in 
the  Jxily  1984  notice,  which  CVM  hereby 
incorporates  in  this  notice.) 

The  July  1984  notice  stated  that  after 
evaluation  of  that  information  with 
respect  to  each  NADA,  CVM  would 
either  approve  the  NADA  or  publish  a 
notice  of  opportunity  for  a  hearing  on 
denial  of  approval.  Finally,  the  July  1984 
notice  stated  that,  at  the  same  time, 

FDA  would  publish  a  proposed  rule  to 
remove  §  510.450,  and  that  after  a  final 
rule  removing  §  510.450  became 
effective,  any  sulfonamide-containing 
drug  on  the  market  intended  for  use  in 
food-producing  animals  that  was  not  the 
subject  of  an  approved  NADA  would  be 
in  violation  of  the  act  and  subject  to 
regulatory  action,  unless  covered  by  a 
statutorily  provided  exception  to  the 
requirement  of  an  NADA.  (Following 
publication  of  the  July  1984  notice,  FDA 
decided  that  publication  of  a  proposed 
rule  to  remove  §  510.450  should  not 
await  publication  of  this  notice,  and,  in 
the  Federal  Register  of  September  15, 
1988  (53  FR  35833),  proposed  to  remove 
that  section.) 

When  the  July  1984  notice  was 
published,  189  NADA’s  covered  interim 
marketing  of  sulfonamide-containing 


products  under  §  510.450.  FDA  received 
letters  from  the  23  Hrms  listed  in  the  July 
1984  notice.  Eight  firms  requested 
termination  of  32  NADA’s.  Twenty-one 
firms  indicated  their  intent  to  furnish  the 
information  necessary  for  approval  of 
157  NADA’s.  Nine  of  the  21  firms 
submitted  some  of  the  necessary 
information  (for  17  of  their  64  NADA’s): 

14  of  the  21  firms  did  not  submit  any  of 
the  information  (for  92  NADA’s).  None 
of  the  23  firms  listed  in  the  July  1984 
notice  furnished  all  the  data,  labeling, 
and  other  information  necessary  for 
approval  of  any  of  the  189  NADA’s  in 
question. 

On  May  23, 1986  (Refs.  1  through  142), 
CVM  wrote  the  sponsors  of  each  of  the 
then  pending  157  NADA’s,  once  again 
advising  each  sponsor  of  deficiencies  in 
the  NADA  and  in  the  data,  revised 
labeling,  and  other  information 
necessary  for  NADA  approval.  At 
present,  142  NADA’s  cover  interm 
marketing  of  sulfonamide-containing 
products  under  §  510.450;  the 
sulfonamide-containing  products 
covered  by  the  remaining  NADA’s  are 
no  longer  being  marketed.  None  of  the 
142  pending  NADA’s  listed  in  this  notice 
contains  all  the  data,  labeling,  and  other 
information  necessary  for  approval.  In 
fact,  only  nine  sponsors  (for  17  of  their 
65  NADA’s)  submitted  even  part  of  the 
data,  labeling,  and  other  information 
specified  in  the  July  1984  notice,  and 
each  of  those  NADA’s  is  also  deficient 
in  one  or  more  other  respects,  e.g., 
inadequate  manufacturing  and  controls 
information,  lack  of  an  environmental 
assessment. 

II.  List  of  Firms  Having  NADA’s  Subject 
To  This  Opportunity  for  Hearing 

FDA  has  not  given  interim  marketing 
privileges  to  sponsors  of  sulfonamide- 
containing  drugs  for  more  than  13  years 
(53  FR  35834).  Since  publication  of  the 
July  1984  notice,  however,  several 
sponsors  have  transferred  ownership  of 
their  NADA’s  or  merged  with  other 
sponsors.  According  to  CVM’s  records, 
the  11  firms  listed  below  are  all  the 
current  sponsors  of  all  the  pending 
NADA’s  for  products  covered  by 
§  510.450  and  subject  to  this  notice  of 
opportunity  for  a  hearing.  CVM 
cautions,  however,  that  its  records  may 
not  be  wholly  up  to  date  and  therefore 
advises  that  all  pending  NADA’s  for 
sulfonamide-containing  drugs  covered 
by  interim  marketing  under  §  510.450  are 
subject  to  this  notice. 

1.  Quality  Plus  Essar  Corp.,  P.O.  Box  459,  Fort 

Dodge,  lA  50501 

2.  Frank  Veterinary  Laboratories,  7329 

Washington  Avenue  South,  Edina,  MN 
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3.  Hess  &  Clark,  Inc.,  7th  and  Orange  Street, 
Ashland,  OH  44805 

4.  Illini  Skylab,  Inc.,  1000  Macomb  Road, 
Rushville,  IL  62681 

5.  Fermenta  Animal  Health  Co.,  7410  NW. 
Tiffany  Springs  Parkway,  P.O.  Box  901350, 
Kansas  City,  MO  64190-1350 

6.  Norden  Laboratories,  Inc^  601  W. 
Comhusker  Highway,  Lincoln,  NE  68521 

7.  Purina  Mills,  Inc.,  800  Chouteau  Avenue,  St. 
Louis,  MO  63164 

8.  LD.  Russell  Co.,  Laboratories,  P.O.  Box 
411268,  Kansas  Qty,  MO  64141 

9.  Salsbury  Laboratories,  Inc.,  2000  Rockford 
Road,  Charles  City,  lA  50616-9989 

10.  Vet-A-Mlx,  Inc.,  604  West  Thomas 
Avenue,  P.O.  Box  A,  Shenandoah,  lA  51001 

11.  Veterinary  Laboratories,  Inc.,  12340  Santa 
Fe  Drive,  Lenexa.  KS  66215. 

III.  ARected  NADA’s  and  Grounds  for 
Refusing  Approval 

All  the  pending  NADA’s  for  the 
sulfonamide-containing  drugs  known  to 
CVM  and  affected  by  ^is  notice  are 
listed  in  the  tables  below,  by  the  same 
drug  groups  and  in  the  same  format  used 
in  the  July  1984  notice.  The  tables  list 
each  pending  NADA,  current  sponsor, 
and  product  name.  The  grounds  on 
which  CVM  proposes  to  refuse  approval 
of  each  NADA  imder  section  512(d)(1)  of 
the  act  (21  U.S.C.  360b(d)(l))  and  FDA's 
regulations  are  identified  by  one  or  more 
numbers  in  the  column  captioned 
“Grounds  for  Refusing  Approval,” 
corresponding  to  the  numbered 
paragraphs  set  out  below.  If  any  one  of 
these  grounds  applies  to  a  given  NADA, 
CVM  is  required  to  refuse  approval  of 
the  application.  American  Cyanamid 
Co.  V.  Young,  770  F.2d  1213, 1218  (D.C. 
Cir.  1985),  citing  Masti-Kure  Products 
Co.,  Inc.  V.  Califano,  587  F.2d  1099, 1104 
(D.C.  Cir.  1978). 

1.  The  investigations,  reports  of  which  are 
required  to  be  submitted  to  CVM  pursuant  to 
section  512(b)  of  the  act,  do  not  include 
adquate  tests  by  all  methods  reasonably 
applicable  to  show  whether  or  not  such  drug 
is  safe  for  use  under  the  conditions 
prescribed,  recommended,  or  suggested  in  the 
proposed  labeling  thereof.  Section 
512(d)(1)(A);  21  CFR  514.111(a)(1).  See  49  FR 
27544-27546,  27551. 

2.  The  methods  used  in,  and  the  facilities 
and  controls  used  for,  the  manufacture, 
processing,  and  packing  of  such  drug  are 
inadequate  to  preserve  its  identity,  strength, 
quality,  and  purity.  Section  512(d)(l)(C];  21 
CFR  514.111(a)(3).  See  49  FR  27546. 

3.  Upon  the  basis  of  the  information 
submitted  to  CVM  as  part  of  the  application, 
or  upon  the  basis  of  any  other  information 
before  CVM  with  respect  to  such  drug,  CVM 
has  insufficient  information  to  determine 
whether  such  drug  is  safe  for  use  under  such 
conditions.  Section  512(d)(l}D);  21  CFR 
514.111(aH4).  See  49  FR  27544-27546,  27551. 

4.  Evaluated  on  the  basis  of  the  information 
submitted  to  CVM  as  part  of  the  application 
and  any  other  information  before  CVM  with 
respect  to  sudi  drug,  there  is  a  lack  of 


substantial  evidence  that  the  drug  will  have 
the  effect  it  purports  or  is  represented  to  have 
under  the  conditions  of  use  prescribed, 
recommended,  or  suggested  in  the  proposed 
labeling  thereof.  Section  512(d)(l](E];  21  CFR 
514.111(a)(5)(i).  See  49  FR  27545-27546,  27551. 

5.  Based  on  a  fair  evaluation  of  all  material 
facts,  such  labeling  is  false  or  misleading  in 
any  particular.  Section  512(d)(1)(G);  21  CFR 
514.111(aH7).  See  49  27547-27550. 

6.  The  NADA  (A)  fails  to  include  an 
environmental  assessment  as  required  by  21 
CFR  25.31  or  (B)  fails  to  include  sufficient 
information  to  permit  a  determination 
whether  the  manufacture  and  use  of  the 
product  could  cause  significant 
environmental  effects  (see  21  CFR  25.31(a)). 

In  other  wmds,  insufficient  information  h^ 
been  provided  concerning  the  introduction  of 
substances  into  the  environment  (e.g.,  list  of 
substances  emitted  during  manufacturing, 
emission  controls  utilized  at  the 
manufacturing  facility,  quantities  and 
concentrations  of  the  substances  expected  to 
enter  the  environment),  their  fate  in  the 
environment  (e.g.,  distribution,  degradation, 
and  accumulation)  and  their  effects  on  the 
environment  (e.g.,  toxicology  data).  21  CFR 
514 111(a)(9). 

Safety  includes  not  only  safety  to  the 
target  food-producing  animal  but  also 
the  safety  for  human  consumption  of 
edible  products  from  that  animal.  Thus, 
in  determining  whether  a  drug  is  safe  for 
use  under  the  conditions  prescribed, 
recommended,  or  suggested  in  the 
proposed  labeling  thereof,  CVM  is 
required  to  consider,  among  other 
relevant  facts,  (i)  the  probable 
consumption  of  such  drug  .and  of  any 
substance  formed  in  or  on  food  because 
of  the  use  of  such  drug,  (ii)  the 
cumulative  effect  on  man  or  animal  of 
such  drug,  taking  into  account  any 
chemically  or  pharmacologically  related 
substance,  (iii)  safety  factors  which  in 
the  opinion  of  experts,  qualified  by 
scientific  training  and  experience  to 
evaluate  the  safety  of  such  drugs,  are 
appropriate  for  the  use  of  animal 
experimentation  data,  and  (iv)  whether 
the  conditions  of  use  prescribed, 
recommended,  or  suggested  in  the 
proposed  labeling  are  reasonably 
certain  to  be  followed  in  practice 
(section  512(d)(2)  (21  CTR  514.111(a)(4)). 

With  respect  to  the  NADA’s  for 
sulfamethazine-containing  products,  in 
addition  to  the  information  cited  in 
paragraphs  1  and  3  above  and  in  the 
tables  below  in  support  of  its  proposal 
to  refuse  approval  under  section 
512(d)(1)  (A)  and  (D)  of  the  act  and 
§  514.111(a)  (1)  and  (4)  of  the 
regulations,  CVM  also  relies  on 
information  that  the  conditions  of  use 
prescribed,  recommended,  or  suggested 
in  the  proposed  labeling  are  not 
reasonably  certain  to  be  followed  in 
practice. 


In  1987  and  1988,  marketers  and  users 
of  new  screening  methods  of  analysis, 
particulariy  for  antimicrobial  drugs, 
published  papers  in  scientific  journals 
(Ref.  143)  and  gave  presentations  (Ref. 
144)  suggesting  that  sulfamethazine  is 
widely  used  in  the  dairy  industry. 
Sulfamethazine  is  reportedly  used 
illegally  to  treat  lactating  dairy  animals 
for  mastitis,  bacterial  pneumonia, 
bronchitis,  coccidiosis,  colibadllosis, 
metritis,  and  shipping  fever.  Although 
sulfamethazine  is  not  approved  for  use 
in  lactating  dairy  cattle,  it  is  available  to 
farmers  as  an  over-the-counter  drug.  If  a 
farmer  or  veterinarian  uses 
sulfamethazine  in  lactating  dairy  cattle, 
illegal  drug  residues  in  milk  can  result. 

As  a  result  of  the  allegations,  FDA 
formed  a  Milk  Committee  (the 
committee)  with  scientists  from  its  CVM 
and  its  Center  for  Food  Safety  and 
Applied  Nutrition  to  examine  the 
possibility  that  milk  might  contain  drug 
residues,  including  residues  of 
sulfamethazine.  Tie  committee 
requested  that  CVM’s  Division  of 
Veterinary  Medical  Research  (DVMR) 
develop  an  analytical  method  for 
detecting  residues  of  sulfamethazine  in 
milk  because  there  is  no  official  method 
currently  available.  DVMR  recently 
developed  an  analytical  method,  and 
that  method  is  undergoing  a  methods 
trial  evaluation.  The  committee  also 
conducted  a  survey  to  determine 
whether  residues  of  sulfamethazine  are 
present  in  milk.  In  accordance  with  the 
survey,  FDS  collected  from  10  large 
cities  across  the  United  States  49  retail 
samples  of  whole  milk,  representing 
products  from  49  different  processors  of 
fluid  milk.  Preliminary  analysis  showed 
that  36  samples  were  positive  for 
sulfamethazine  with  levels  ranging  from 
0.8  parts  per  billion  to  40.3  parts  per 
billion  (Ref.  145).  The  results  are  being 
confirmed  by  mass  spectrometr>’. 

At  this  time,  CVM  is  not  proposing  to 
refuse  approval  of  the  NADA's  for 
sulfamethazine-containing  products 
under  section  512(d)(1)  (A),  (B),  (D),  or 
(H)  of  the  act  of  §  514.111(a)  (1).  (2).  (4). 
or  (8)  of  the  regulations  in  reliance  on 
the  results  of  a  chronic  bioassay  of 
sulfamethazine  in  mice  conducted  by 
the  National  Center  for  Toxicological 
Research  (NCTK)  (NCTR  Technical 
Report  418:  “Chronic  Toxicity  and 
Carcinogenesis  Study  of  Sulfamethazine 
in  B6C3F1  Mice”),  the  availability  of 
which  was  annoimced  in  the  Federal 
Register  of  March  23. 1988  (53  FR  9492), 
or  in  reliance  on  the  results  of  a  chronic 
bioassay  of  sulfamethazine  in  rats 
conducted  by  NCTR  (NCTR  Technical 
Report  420:  "Chronic  Toxicity  and 
Carcinogenesis  Study  of  Fist^er  344 
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Rats”),  the  availability  of  which  was 
announced  in  a  notice  published  in  the 
Federal  Register  of  May  18, 1988  (53  FR 
17850).  The  mouse  study  is  discussed  in 
53  FR  15888, 15888  (May  4, 1988);  the  rat 
study  is  discussed  in  53  FR  17850  (May 
18, 1988). 

The  data  from  NCTR’s  mouse  and  rat 
studies  are  undergoing  review  by  the 
National  Toxicology  Program  and  FDA 
(including  CVM),  and  CVM’s 
conclusions  on  the  presence  or  absence 
of  tumors  in  the  test  animals  and  on  the 
signincance  of  any  tumors  in  the  test 
animals  will  not  become  Hnal  until  the 
reviews  are  completed.  CVM  does  not 
expect  the  reviews  of  the  mouse  and  rat 
studies  to  be  completed  until  December 
1988,  and  early  1989,  respectively.  Given 
the  numerous  groimds  on  which  CVM  is 
proposing  to  refuse  approval  of  each  of 
the  NADA’s  for  the  sulfamethazine- 
containing  products,  CVM  has  decided 
that  it  is  unnecessary  to  rely  on  the 
results  of  either  study  in  proposing  to 
refuse  approval  of  any  of  those  NADA’s. 
After  the  reviews  of  the  mouse  and  rate 
studies  are  completed,  CVM  will  decide 
whether  to  issue  an  amended  notice  of 


opportunity  for  hearing  for  those 
products. 

With  respect  to  effectiveness,  the  term 
“substantial  evidence”  means  evidence 
consisting  of  adequate  and  well- 
controlled  investigations,  including  field 
investigation,  by  experts  qualified  by 
scientific  training  and  experience  to 
evaluate  the  effectiveness  of  the  drug 
involved,  on  the  basis  of  which  it  could 
fairly  and  reasonably  be  concluded  by 
such  experts  that  the  drug  will  have  the 
effect  it  purports  or  is  represented  to 
have  imder  the  conditions  of  use 
prescribed,  recommended  or  suggested 
in  the  labeling  or  proposed  labeling 
thereof  (section  512(d)(3):  21  CFR 
514.111(a)(5)(ii)).  Thus,  efficacy  data 
must  include  two  well-controlled 
studies,  one  of  which  must  be  a  held 
study.  American  Cyanamid  Co.  v. 

Young,  770  F.2d  at  1219.  In  the  case  of  a 
drug  product  that  contains  two  or  more 
active  ingredients,  the  adequate  and 
well-controlled  investigations 
demonstrating  the  product’s 
effectiveness  must  demonstrate  not  only 
the  effectiveness  of  the  product  as  a 
whole,  but  must  also  demonstrate  that 


each  of  the  active  ingredients  makes  a 
contribution  to  that  overall 
effectiveness.  Masti-Kure  Products  Co., 
Inc.  V.  Califano,  587  F.2d  at  1101-05;  21 
CFR  514.1(b)(8)(v). 

The  claims  for  which  the  effectiveness 
requirements  of  the  act  and  the 
relations  have  been  met  are  set  out  in 
the  July  1984  notice  (49  FR  27551).  The 
sponsor  of  any  sulfonamide-containing 
dinig  product  that  is  covered  by  interim 
marketing  under  §  510.450  and  that  is 
labeled  for  any  other  claim  must  show, 
by  "substantial  evidence”  in  the  NADA 
for  the  product,  that  the  product  is 
effective  for  such  claim. 

For  each  NADA,  the  column 
captioned  “Grounds  for  Refusing 
Approval”  also  refers  to,  and  CVM 
relies  upon;  (1)  The  letter  dated  May  23, 
1986,  that  CVM  sent  to  the  sponsor 
advising  of  the  deficiencies  in  the 
NADA  that  precluded  approval,  and  of 
the  data,  revised  labeling,  and  other 
information  necessary  for  approval;  and 
(2)  the  attachments  (previous  deHciency 
letters)  to  the  May  23,  letter. 


Table  of  Pending  NADA’s  for  Sulfonamide-Containing  Products 


NADA 

No. 

Sponsor  | 

1 

Product  name 

Grounds  for  refusing  approval 

A.  Sulfamethazine  Alone 

048-693 

Vet-A-Mix . 

1,  2,  3.  5  (Ref.  1). 

1,  2,  3,  4,  5,  6A  (Ref  2). 

1,  2,  3.  4,  5.  6A  (Ref.  3). 

1,  2.  3,  4,  5  (Ref.  4). 

1,  2,  3,  4.  5,  6B  (Ref.  6). 

1,  2,  3,  4,  5,  6A  (Ref.  6). 

1,  2.  3.  4.  5.  6A  (Ref.  7). 

1,  2.  3,  4,  5,  6A  (Ref.  8). 

1,  2,  3,  4,  5,  6A  (Ref.  9). 

049-790 

099-846 

Salsbury  Lahnratnrins,  Ino . 

099-847 

099-904 

099-910 

099-922 

099-923 

099-925 

Quality  Plus  Essar  Corp . 

Quality  12.5%  Sodium  Sulfamethazine  Drinking  Water  Solution . 

099-930 

1,  2  3,  4,  5  (Ref.  10). 

1,  2.  3,  4.  5.  6A  (Ref.  11). 

1,  2,  3.  4,  5,  6A  (Ref.  12). 

099-936 

099-937 

Quality  Plus  Essar  Corp . 

099-938 

Quality  Plus  Essar  Corp . 

1,  2,  3,  4.  5.  6A  (Ref.  13). 

1.  2.  3.  4,  5,  6A  (Ref.  14). 

1.  2.  3,  4,  5.  6B  (Ref.  15). 

1.  2.  3,  4.  5,  6A  (Ref.  16). 

099-953 

099-962 

099-969 

Quality  Plus  Essar  Corp . 

099-977 

Quality  Plus  Essar  Corp . . . 

1.  2,  3,  4.  5  (Ref.  17). 

1,  2,  3,  4,  5.  6A  (Ref.  18). 

1,  2.  3,  4,  5.  6B  (Ref.  19). 

1,  2,  3.  4,  5.  6B  (Ref.  20). 

1.  2,  3.  4.  5.  6A  (Ref.  21). 

099-998 

mini  Skylab,  Inc . 

100-006 

Fermenta  Animal  Health  Company . 

100-011 

Fermenta  Animal  Health  Company . 

100-014 

Fermenta  Animal  Health  Company . 

100-024 

Veterinary  Laboratories,  Inc . 

1,  2,  3,  4,  5.  6A  (Ref.  22). 

1,  2,  3,  4,  5,  6B  (Ref.  23). 

1.  2.  3,  4,  5,  6B  (Ref.  24), 

1,  2,  3,  4,  5.  6B  (Ref.  25). 

1.  2,  3,  4.  5,  6A  (Ref.  26) 

1,  2,  3.  4,  5,  6B  (Ref.  27). 

1.  2,  3,  4.  5,  6B  (Ref.  28). 

100-028 

100-071 

Frank  Veterinary  Laboratories . 

100-095 

Quality  Plus  Fs.sar  Corp . 

100-126 

mini  Skylab,  Inc . . . 

100-177 

Quality  Plus  Fssar  Corp . 

100-179 

I.D.  Russell  Company,  Laboratories . 

Sodium  Sulfamethazine  Drinking  Water  Solution  25% . 

B.  Sulfathiazole  Alone  or  In  Combination  With  Other  SuHa  Products 

099-848 

Salsbury  Laboratories,  Inc . 

.  Sodium  Sulfathiazole,  Sodium  sulfathiazole  sesquihydrate,  100% . 

1,  2.  3,  5.  6A  (Ref.  29). 

099-855 

1.  2.  3,  5,  6A  (Ref.  30). 

1,  2,  3.  5.  6A  (Ref.  31). 

1,  2,  3,  5,  6B  (Ref.  32). 

099-857 

Salsbury  Laboratories . 

099-920 

Quality  Plus  Essar  Corp . 

.  Triple  Sulfa  Solution  24%,  Sulfamethazine  sodium,  Sulfathiazole  sodium, 
Sulfamerazine  sodium. 

099-927 

1,  2,  3,  5,  6A  (Ref.  33). 

1,  2,  3,  5,  6B  (Ref.  34). 

1,  2,  3,  4,  5,  6A  (Ref.  35). 

099-932 

Quality  Plus  Essar  Corp . 

099-947 

Quality  Plus  Essar  Corp . 

.  S  G-Seven,  Sulfamethazine,  Sulfathiazole.  Sulfamerazine . 
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Table  of  Pendinq  NADA’s  for  Sulfonamide-Containing  Products— Continued  | 

NAOA 

No. 

Sponsor 

Product  name 

Grounds  for  refusing  approval 

099-952 

Quality  Plus  Essar  Corp . . 

TS-643  Solution,  Sulfamethazine  sodium,  SuNathiazoie  sodium,  SuHa- 
merazine  sodium. 

1.  2,  3.  4,  5.  6A  (Ref.  36). 

1 

099-975 

1.  2,  3.  5  6A  (Rel  37). 

1.  ^  3.  5.  68  (Rel.  38). 

1,  2. 3.  5  68  (Ref.  39). 

1.  2.  3.  4.  5  (Ref.  AO^. 

099-999 

100-010 

100-023 

Hess  &  ClarL.  Inc . . . J 

Sul-Trol-E.  Sodkjm  sulfathiazole,  Ethylerwdiamine  dihydroiodide.  Sodium, 
Potassium. 

100-025 

Veterinary  Laboratories.  Inc . _.J 

Tri-Sul  2MT  Triple  Sulfa  Soiutloon  24%,  Sulfamethazine  sodium  Suliathi- 
azole  sodium  Suifamerazine  sodium 

1.  2.  3.  4,  5  6A  (Ref.  41). 

100-089 

Quatitv  Plus  Essar  Coro . . . .  . 

1,  2.  3.  5.  68  (Ref.  42). 

1.  ^  3,  5  68  (Ref.  43). 

100-091 

Triple  Sulfa  Solution  24%,  Sulfamethazme  sodium  Sulfathiazole  sodium 
Suifamerazine  sodium 

100-099 

Thiazole-Sodium,  Sulfathiazole  sodium . . . . 

1.  2.  3.  4.  5.  6A  (Ref  44). 

1.  2.  3.  4.  5.  68  (Ref.  45). 

1,  Z  3,  4.  5.  68  (Ref.  46). 

100-101 

100-117 

1  Ittini  Skytab,  Inc .  . . . 

Thiazole-Sodium  Sulfathiazole  sodium . . . . .  _ 

C.  SutfaquinoxalWw  Alon*  or  In  Combination  urtth  Othar  SuHa  Producta 


099-867 

099-928 

099-971 

099-974 

099-978 

100-017 

100-020 

100-021 

100-022 

100-029 

100-094 

100-174 

100-175 

100-176 


SuKaquinoKaline  3.2% . . . . . —  . . . 

Triple  Sulfa  for  Poultry  Sodium  suifamerazine.  Sodium  sulfamethazine. 
Sodium  suUaquinoxaiine. 

Bovo-Cox  Calf  ^e  Boluses.  SuKaquitKMaline . . . 

Bovo-Cok  Powder,  Sulfaquinoxaline . . . . . . 

20%  Sulfa-Pol  Liquid  Concentrate,  Suifamerazine,  Sulfamethazine,  Sulfa- 

I.D.  Russell  Company,  Laboratories . 

I.D.  Russell  Company,  Laboratories . . 

quinoxaMne. 

Ru^ll  Triple  Sulfa,  Suifamerazine  sodium.  Sulfamethazine  sodium,  Sul- 
faquirxMaline  sodium 

K  Quad  Sulfa  Feed  Mixture,  Suifamerazine,  Sulfamethazine,  Sutfathla- 
zole,  Sulfaquinoxaline. 

inaMBSStESBssnHi 

1.  2.  3.  4.  5,  6B  (Ref.  47). 
1.  2.  3,  4.  5.  6A  (Rel.  48) 
1.  2.  3.  4.  5.  68  (Rat.  49). 
1.  2.  3.  4.  5.  68  (Rel.  SO). 
1,  2.  3.  5,  6A  (Ref.  SI). 

1.  2.  3,  4.  S.  6A  (Ref.  52). 
1.  ^  3.  5  6A  (ReL  53). 

1.  ^  3.  5,  6A  (Ref.  54). 

1.  2.  3.  4,  5  (Ref.  55). 

1,  2.  3.  4,  5.  68  (Ref.  56) 

1.  2.  3.  4.  5.  68  (Ref.  57) 

1,  2.  3.  5  68  (Ref.  58). 

1.  2.  3,  4.  5  (Rel  59). 

1,  ^  3.  4,  5  (Rel.  60). 


D.  Sulfamarazine 


100-008  Quality  Plus  Essar  Cocp. 


.J  Double-M  12.5%  Solution,  Sodium  suHamethazine,  Sodium  sulfamerazine.J  1, 2.  3, 4,  5, 68  (Ref.  61). 


E.  SuNapyrldlne  Alone  or  in  Combination  Wttb  Other  SuMa  Producta 


099-921 

QiiaUty  Phis  FsMjer  Corp . 

1,  2.  3.  5.  68  (Ref.  62) 

099-935 

1.  2.  3.  5.  68  (Ref.  63). 

099-979 

1.  2.  3.  68  (Ref.  65). 

099-980 

Sulfapyridine  s^um. 

1.  2.  3.  5.  68  (Fief.  66). 

099-982 

sorfium  Sulfapyridine  sodium. 

1.  2.  3.  5.  68  (Ref.  67). 

099-988 

sodium  SuUapyridine  sodium. 

1.  2,  3.  5.  68  (Ref.  68). 

100-002 

QuaTity  Plus  Essar  Corp . 

idine. 

1.  2.  3.  4,  5,  68  (Ref.  69) 

100-004 

dine  sodium. 

1.  2.  3.  5  68  (Ref.  70). 

100-007 

100-013 

Fermenta  Animal  Health  Company..... 

Fermenta  Animal  Health  Company _ 

sodium,  Sulfapyridine  sodium. 

_  Triple  Sulfa  Injectable  24%,  Sulfamethazine  sodhim,  Sulfathiazole 

sodium.  Sulfaoyridine  sodium 

1.  2.  3.  5.  68  (Ref.  71). 

1.  2.  3,  5.  68  (Ref.  72). 

100-070 

100-072 

100-092 

Frank  Veterinary  Laboratories _ 

Frank  Veterinary  Laboratories . 

Quality  Phis  Essar  Corp _ _ _ 

_  Frank  Triple  Sulfa  Solution  (INJ),  Sulfamethazine  sodium  Sulfathiazole 

sodium,  Suifamerazine  sodium 

_  Frank  Triple  Sulfa  Solution  Oral  12%,  Sulfamethazine  sodium.  Sulfathiaz¬ 
ole  sodium  Sulfapyridine  sodium. 

Oal  Triple  ^Ifa  Solution  12%,  Sulfamethazine  sodium,  Sulfathiazole 

1.  2.  3,  5,  68  (Ref.  73). 

1.  2,  3.  5.  68  (Ref.  74). 

1.  2.  3.  5.  68  (Ref.  75). 

100-096 

Quality  Plus  Essar  Corp . 

sodium  Sulfapyridine  sodium 

.  Neutral  Sulfa  50  Triple  Solution,  Sulfonamide,  Sulfamelhazine,  Sulfathiaz- 

1.  2,  3.  5,  68  (Ref.  76). 

100-100 

100-102 

Quality  Plus  Essar  Corp . . . . 

ole,  Sulfapyridine. 

.  Trisul  n  Boluses.  Sulfamethazine  sodium  Sulfathiazole  sodium.  Sulfapyri- 

dine  sodium. 

1.  2.  3.  5  68  (Ref.  77). 

1,  2.  3,  5,  68  (Ref.  78) 

100-178 

1.  2,  3,  5,  68  (Ref.  79). 

Sulfathiazole  sodium,  Sulfapyridine  sodium 

f. 

Sulfanitamide  Alone  or  In  Combination  with  Other  Sulfa  Products 

099-851 

1.  2,  3.  4,  5,  6A  (Ref.  80). 

099-861 

1  1.  2,  3,  4,  5,  6A  (Ref.  81). 

BEST  COPY  AVAILABLE 
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NADA 

No. 

Sponsor 

Product  name 

Grounds  for  refusing  approval 

099-880 

099-931 

099-934 

099-972 

100-123 

Tri-Metha  Bolus  Sulfanilamide,  Sulfathiazole,  Sulfamethazine . 

1,  2,  3,  4,  5,  6A  (Ref.  82). 

1,  2,  3,  4,  5,  6B  (Ref.  83) 

1,  2,  3,  5,  6B  (Ref.  84). 

1,  2,  3,  4,  5,  6B  (Ref.  85). 

1,  2,  3,  4,  5,  6B  (Ref.  86). 

G.  New  Animal  Drugs  Containing  Sulfonamides  In  Combination  With  Nutrients  or  Other  Drugs 


099-843 

099-844 

099-845 

099-853 

099-856 

Salsbury  Laboratories,  lr>c . 

099-859 

Vet-A-Mix . 

099-862 

099-663 

Salsbury  Laboratories,  Inc . 

099-864 

099-865 

099-868 

099-907 

Veterinary  Laboratories,  Inc . 

099-917 

Quality  Plus  Essar  Corp . 

099-918 

Quality  Plus  Essar  Corp . 

099-919 

Quality  Plus  Essar  Corp . 

099-924 

Quality  Plus  Essar  Corp . 

099-929 

Quality  Plus  Essar  Corp . 

099-933 

Quality  Plus  Essar  Corp . 

099-939 

Quality  Plus  Essar  Corp . 

099-940 

099-943 

Quality  Plus  Essar  Corp . 

099-946 

Quality  Plus  Essar  Corp . 

099-948 

Quality  Plus  Essar  Corp . 

099-950 

Quality  Plus  Essar  Corp . 

099-951 

099-954 

Quality  Plus  Essar  Corp . 

099-957 

Quality  Rus  Essar  Corp . 

099-958 

Quality  Plus  Essar  Corp . 

099-960 

099-961 

Quality  Rus  Essar  Corp . 

099-963 

099-964 

Quality  Plus  Essar  Corp . 

Hog  &  Cattle  Sulfa  with  Vitamins,  Electrolytes,  and  EDDI,  Sulfathiazole 
sodium  sesquihydrate,  Ethylenediamine  dihydroiodide.  Potassium  Chlo¬ 
ride,  Sodium  chloride.  Sodium  cartxinate.  Vitamin  A,  Vitamin  D>. 

Hog  &  Cattle  Sulfa,  Sulfathiazole  sodium  sesquihydrate,  Ethylenediamine 
dihydroiodide.  Potassium  chloride.  Sodium  chloride.  Sodium  carbonate 
morwhydrate. 

Triple-Sulfa  Solution  with  Electrolytes,  Sulfamethazine  sodium,  Sulfathiaz¬ 
ole  sodium,  Sulfamerazine  sodium,  Potassium  hydroxide.  Sodium  hy¬ 
droxide,  Potassium  chloride.  Sodium  chloride.  Calcium  gluconate. 

Triple  Sulfa  Soluble  Powder,  Sulfamethazine  sodium,  Sulfamerazine 
sodium,  Sulfathiazole  sodium.  Vitamin  A,  Vitamin  Dj,  Calcium  lactate. 
Magnesium  sulfate.  Potassium  chloride.  Sodium  chloride. 

Hog  and  Cattle  Sulfa  with  Vitamins  and  Electrolytes,  Sulfathiazole  sodium 
sesquihydrate,  Potassium  chloride.  Sodium  chloride.  Sodium  carbonate. 
Vitamin  A,  Vitamin  D>. 

SulEctro-Sol  One,  Sulfathiazole  sodium.  Potassium,  Sodium  present  as 
carbonate,  chlorides,  citrate,  and  bicarbonate. 

SM-15  &  SM-30  Sulfa  Boluses  with  Electrolytes,  Sulfamethazine, 
Sodium,  Potassium,  Calcium,  Magnesium,  Chloride. 

90-90-60  Sulfa  Boluses  with  Electrolytes,  Sulfathiazole,  Sulfanilamide, 
Sulfamethazine,  Calcium,  Chloride,  Magnesium,  Potassium,  Sodium. 
T-M-P  80  Boluses  with  Electrolytes,  Sulfathiazole,  Sulfamethazine,  Sulfa- 
pyridine,  Calcium,  Chloride,  Magnesium,  Potassium,  Sodium. 

Triple  Sulfa  Boluses  with  Electrolytes,  240  Grains  &  480  Grains,  Sulfathi¬ 
azole,  Sulfamethazine,  Sulfanilamide,  Calcium,  Chloride,  Magnesium, 
Potassium,  Sodium. 

Sulfa-Urea-Bolus,  Urea,  Sulfanilimide,  Sulfathiazole . 

Sulfathiazole  Uterine  Boluses,  Sulfathiazole,  Urea . 

Vi-Sul-Lyte,  Sulfathiazole  sodium,  Sulfamethazine  sodium.  Vitamin  A  pal- 
mitate,  Vitamin  D,  Riboflavin,  Niacinamide,  Vitamin  B,  Ethylenediamine 
dihydroiodide.  Sodium,  potassium,  magnesium,  calcium,  chlorides,  sul¬ 
fates,  and  trace  elements,  iron,  cobalt,  zItk,  copper  and  manganese. 

Uterine  Boluses,  Urea,  Sulfanilamide,  Sulfathiazola . 

Sulfapyridine-lodine  Boluses,  Sulfapyridine.  Ethylenediamine  dihydroio¬ 
dide. 

Uterine  Boluses  with  Acriflavine,  Urea,  Sulfathiazole,  Sulfanilamide . 

Triple  Sulfa  80  with  Electrolytes,  Sulfamerazine.  Sulfathiazole,  Sulfameth¬ 
azine,  Calcium  chloride.  Sodium  chloride.  Potassium  chloride.  Magnesi¬ 
um  chloride. 

Quality  12.5%  Sodium,  Sulfamethazine  w/Electrolytes,  Sodium  sulfa¬ 
methazine,  Sodium  hydroxide.  Sodium  chloride.  Sodium  bicarbonate. 
Potassium  chloride.  Calcium  gluconate.  Magnesium  chloride. 

Cattle  Scour  Boluses,  Neomycin  sulfate.  Sulfamethazine.  Pectin,  Vitamin 
A,  Vitamin  C^,  Attapulgite. 

Purina  Electro-Zole,  Sulfathaiazole  sodium.  Sodium  chloride.  Sodium 
iodide.  Potassium  chloride. 

Bacterial  Scour,  Boluses,  Sulfamethazine,  Neomycin  Base . 

CaH  Bacterial  Scour  Treatment  4-Way,  Cattle  Soxjr  Treatment  Solution, 
SuHametazine,  Neomycin,  Kaolin,  Pectin,  Bismuth  subcarongate.  Ho- 
matropine  methylbromide. 

Hubbard  Triple  Sulfa  Solution,  Sulfathiazole  sodium,  Sulfametahzine 
sodium,  SuHamerazirre  sodium.  Potassium,  Sodium,  Magnesium,  Calci¬ 
um  and  chloride. 

Triple  Sulfa-888  Boluses,  Sulfamethazine,  Sulfathiazole,  Sulfamerazine, 
Electrolytes. 

Metzol  Boluses,  Sulfamethazine,  EleciT  j’ile? . 

Triple  Sulfa  vnth  Electrolytes,  Sulfamethazine  sodium,  Sulfathiazole 
sodium,  Sulfamerazine  sodium.  Sodium,  potassium  magnesium,  calci¬ 
um,  and  chloride. 

Metzol  Calf  Size  Boluses,  Sulfamethazine,  Electrolytes . 

Triple  Sulfa-699  Boluses,  Sulfamethazine,  Sulfathiazole,  Sulfanilamide, 
Electrolytes. 

Triple  Sulfa  Bolus,  Sulfamethazine,  Sulfathiazole,  Sulfanilamide,  Sodium 
bicarbonate.  Sodium  chloride.  Potassium  chloride.  Calcium  diabasic 
phosphate. 

Sulfa  Urea  Bokis  Formula  109,  Sulfanilamide.  Sulfathiazole,  Urea . 

Scour-Out  for  Baby  Pig  Scours,  Neomycin  sulfate.  Sulfamethazine,  Ho- 
matropine  methylbromide.  Kaolin  and  psyllium. 

MKP  Masti-Kure  Insertory  Formula  206  A,  Nitrofurazone,  Sulfathiazole, 
Sulfamethazine,  Urea. 


1,  2,  3.  4.  5.  6A  (Ref.  87). 


1,  2,  3,  4,  5,  6A  (Ref.  88) 


1,  2.  3.  4,  S,  6A  (Ref.  89). 


1,  2.  3,  4.  5,  6A  (Ref.  90) 

1.  2,  3.  4,  5,  6A  (Ref.  91). 

1,  2.  3.  4,  5,  6A  (Ref.  92). 
1,  2.  3.  4.  5.  6A  (Ref.  93). 
1,  2,  3,  4.  5.  6A  (Ref.  94). 
1,  2,  3,  4,  5.  6A  (Ref.  95). 
1.  2.  3.  4,  5.  6A  (Ref.  96). 

1.  2,  3.  4.  5.  6A  (Ref.  97). 
1,  2.  3,  4.  5,  6B  (Ref.  98). 
1,  2,  3.  4,  5,  6B  (Ref.  99). 


1.  2,  3,  4.  5.  6B  (Ref.  100). 
1,  2.  3,  4,  5,  6B  (Ref.  101). 

1,  2,  3,  4,  5,  6B  (Ref.  102). 
1,  2,  3,  4,  5,  6B  (Ref.  103). 


1,  2,  3,  4,  5,  6B  (Ref.  104). 


1,  2,  3,  4,  5,  6B  (Ref.  105). 

1.  2,  3,  4.  5.  6A  (Ref.  106). 

1,  2,  3,  4,  5,  6B  (Ref.  107). 

1,  3,  4,  6B  (Ref.  108). 

1,  2,  3,  4,  5,  6A  (Ref.  109). 

1,  2,  3.  4,  5,  6A  (Ref.  110). 

1,  2,  3,  4,  5,  6A  (Ref.  111). 

1,  2,  3,  4,  5,  6A  (Ref.  112). 

1,  2,  3,  4,  5,  6A  (Ref.  113). 

1,  2,  3,  4,  5,  6A  (Ref.  114). 

1,  2,  3,  4,  5,  6B,  (Ref.  115) 

1,  2,  3,  4,  5,  6B  (Ref.  116). 

1,  2,  3,  4,  5.  6B  (Ref.  117). 

1,  2,  3,  4,  5,  6B  (Ref.  118). 
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NADA 

No. 

Sponsor 

Roduct  name 

Grourxjs  for  refusitig  approval 

099-965 

Quality  Plus  Essar  Corp . 

Triple  Sulfa  Bolus  with  Electrolytes.  Formula  127,  Sulfanilamide,  Sutfalhi- 

1,  2,  3,  4,  5,  6B  (Ref.  119). 

azole,  SuHamethazirte,  Sodium,  Potassium,  Chloride,  Calcium. 

099-966 

Quality  Plus  Essar  Corp . 

Kendall  Calf  Scours  Tablets  (Formula  115),  Neomycin  base,  SuHametha- 

1,  2,  3,  4,  5,  68  (Ref.  10). 

099.967 

Quality  Plus  Essar  Corp . 

zine.  Kaolin,  Niacinamide,  Vitamin  A.  Vitamin  D. 

Scota-Out  1400  (formerly  known  as  MKP  Giant  Liquid-100  Formula  260), 

1,  2,  3,  4,  5,  6B  (Ref.  121). 

099-968 

Quality  Plus  Essar  Corp . 

Neomycin  sulfate.  Sulfamethazine,  Attapulgite,  Pectin. 

Masti-Kure  KaH-Ca^  (Formula  148),  Neomycin  sulfate.  Sulfamethazine, 

1,  2,  3,  4,  5,  6B  (Ref.  122). 

099-970 

Quality  Plus  Essar  Corp . 

Kaolin,  Pectin. 

Sulyte  Powder,  Sodium  sutfathiazde.  Sodium,  Potassium,  Calcium,  Mag- 

1.  2,  3,  4,  5,  6B  (Ref.  123). 

099-961 

Quality  Plus  Essar  Corp . . 

rfesium.  Chloride,  Ethylenediamir>e  dihydroiodide. 

Triple  Sulfa  with  Electrolytes,  SuHathiazole  sodium,  Sutfameerazirra 

1,  2,  3,  4,  5,  6B  (Ref.  124). 

099-983 

mini  Skylab.  Inc . 

sodium.  Sulfamethazine  sodium.  Potassium,  Calcium,  Magrteskim, 
Sodium,  Chloride,  Gluconate,  Bicarborate. 

Triple  Sulfa  with  Electrolytes,  Sulfamethazine  sodium,  Sulfathiazole 

1,  2,  3,  4,  5,  68  (Ref.  125). 

099-987 

Norden  Latxiratories.  Inc . 

sodium,  Sulfamerazine  sodium.  Sodium,  Potassium,  Calcium,  Magnesi¬ 
um  as  chloride,  carbonate,  sulfate,  artd  lactate,  plus  trace  amounts  of 
cobalt  zirtc,  copper,  manganese,  and  iron. 

1,  2, 3, 4,  5  (Ref.  126). 

1,  2,  3,  4,  5,  6B  (Ref.  127). 

1.  2,  3,  4,  5,  68  (Ref.  126). 

099-988 

100-001 

T-M-P  160  Improved  Boluses  w/Electrolytes,  T-M-P  80  Improved  Bo- 

100-003 

luses  w/Electrolytes,  Sulfathiazole,  Sulfamethazine,  Sulfapyridine.  Cal¬ 
cium,  chloride.  Magnesium,  Potassium,  Sodium. 

1.  2.  3,  4,  5,  68  (Ref.  129). 

1,  2,  3, 4,  5,  6B  (Ref.  130). 

100-005 

Fermenta  Animal  Health  Company . 

Vitantin  A  palmitate,  Ethylenediamme,  dihydroiodide.  Sodium  acetate. 
Sodium  chloride.  Potassium  chloride.  Magnesium  sulfate.  Calcium  lac¬ 
tate. 

Medisd  Soluble  Powder,  Sulfamerazine  sodium,  Sulfathiazole  sodkim. 

100-009 

100-012 

Ferments  Animal  Health  Company . 

Fermenta  Animal  Health  Company . 

Ethylenediamme  dihydroiodide.  Vitamin  A  palmitate.  Potassium  acetate. 
Sodium  acetate.  Sodium  chloride.  Potassium  chloride,  Magrtesium 
sulfate.  Calcium  lactate. 

SM-30  Boluses,  SM-15  Boluses,  SM-5  Boluses,  SM-2.5  Boluses,  Sulfa¬ 
methazine,  Sodium,  Potassium,  Calcium,  Magnesium,  Chloride  ions. 
Neo-Sul,  Sr.  (Cattle  Scour  &  Pneumonia  Bohis).  Neo-^,  Jr.  (Calf  Scour 

1,  2,  3.  4,  5,  68  (Ref.  131). 

1.  2,  3,  4,  5,  6B  (Ref.  132). 

100-015 

Fermenta  Animal  Health  Company . 

&  Pneumonia  Bolus),  Neomycin  Sulfate,  Sulfamethazine,  Sulfathiazole. 
Triple  Sulfa  Improved  Bolus,  ^Ifathiazole,  Sulfamethazine,  SuHanitamide, 

1.  ^  3,  4,  5,  68  (Ref.  133). 

100-016 

100-027 

Quality  Plus  Essar  Corp . 

mini  Skylab.  Inc . 

Dicalcium  phosphate.  Magnesium  sulfate.  Potassium  chloride.  Sodium 
chloride. 

Methapyrin  Boluses,  Sulfamethazine,  Neomycin,  Pyrilamine  maleate, 
Metfr^  atropine  nitrate.  Vitamin  A,  Electrolytes. 

SuHa-Pol  Rus  TA  Soluble  Concentrate,  Sulfamethazirfe  sodkim,  SuHa- 

1,  2,  3,  4,  5,  6B  (Ref.  134). 

1,  2,  3,  4,  5,  6B  (Ref.  135). 

Quality  Plus  Essar  Corp . 

merazine  sodium,  Sulfaquinoxaline  sodium.  Thiamine  hydrochloride. 
Vitamin  A  palmitate  water. 

Trisul,  Sulfamethazine  sodium,  Sulfathiazole  sodium,  Sulfamerazine 

1,  2,  3,  4,  5,  6B  (Ref.  136). 

Quality  Plus  Essar  Corp . 

sodium.  Sodium  hydroxide.  Sodium  chloride.  Sodium  bicarbonate.  Po¬ 
tassium  chloride.  Calcium  chloride.  Magnesium  sulfate. 

1,  2,  3,  4,  5,  6B  (Ref.  137). 

1,  2,  3,  4,  5,  68  (Ref.  138). 

1,  2,  3,  4,  5,  6B  (Ref.  139). 

1,  2,  3,  4,  5,  68  (Ref.  140). 

1,  2,  3,  4,  5,  6B  (Ref.  141). 

1,  2,  3.  4,  5,  6A  (Ref.  142) 

100-098 

mini  Skylab.  IrK . 

Vi-Lite  Sodium,  Sulfathiazole  with  Electrolytes,  Sodium  sulfathiazole. 
Sodium,  Potassium,  Calcium,  Magnesium,  Elhylertediamine,  dihydroio¬ 
dide,  Vitamin  A,  Vitamin  D,  Iron  occurring  as  chloride,  carbonate, 
sulfate,  phosphate,  and  lactate  plus  trace  amounts  of  cobaK,  zinc, 
copper,  and  manganese. 

Sulfamethazine  Boluses  with  Electrolytes,  Sulfamethazine,  Sodium,  Po¬ 
tassium,  Calcium,  Magnesium.  Sodkim,  Trace  amounts  of  cobalt  zirx:. 
nranganese,  copper,  and  iron. 

Triple  Sulfa  Boluses  with  Electrolytes,  Sulfanilamide,  Sulfathiazole,  Sulfa¬ 
methazine,  Potassium,  calcium,  magnesium,  sodium,  and  Trace 
amounts  of  cobalt,  zinc,  manganese,  copper,  and  iron. 

Mer-A-Lite  Soluble  Powder,  Sulfathiazole  sodium,  Ethylerrediamine  dihy¬ 
droiodide,  Vitamin  A,  Potassium  acetate.  Sodium  acetate.  Sodium 
chloride.  Potassium  chloride.  Magnesium  sulfate.  Calcium  lactate. 

Med-A-Sul,  Sodium  sulfathiazole.  Sodium  arsanilate  arViydrous,  Vitamin  A 
(as  palmitrate).  Vitamin  Oi,  Menadione  sodium  bisulfite.  Calcium  panto¬ 
thenate,  Niacin,  Riboflavin,  Thiamine  hydrochloride,  Ethylenediamine 
dihydroiodide.  Potassium  acetate.  Sodium  acetate.  Sodium  chloride. 
Potassium  chloride.  Magnesium  sulfate.  Calcium  lactate. 

100-118 

mini  Skyled},  Irrc . . 

100-122 

100-180 

100-181 

mini  Skylab.  Inc . . . 

Quality  Plus  Essar  Corp . 

Quality  Rus  Essar  Corp . 

IV.  Environmental  Impact 

FDA  carefully  considered  the 
potential  environmental  effects  of  the 
termination  of  interim  marketing  under 
21  CFR  510.450,  and  concluded  that  such 
termination  would  not  have  a  significant 


impact  on  the  human  environment  and, 
therefore,  that  an  environmental  impact 
statement  was  not  required  (53  FR  35833 
at  35835).  The  agency's  analysis  and 
conclusion  apply  in  toto  to  this  action. 
Accordingly,  CVM  relies  on  FDA’s 


finding  of  no  signiHcant  impact  and  the 
evidence  supporting  that  finding,  which 
is  contained  in  an  environmental 
assessment  under  21  CFR  25.31.  The 
assessment  may  be  seen  in  the  Dockets 
Management  Branch,  Food  and  Drug 
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Administration  (address  above) 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday,  under  Docket  No.  84N- 
0036). 

V.  Economic  Impact 

CVM  believes  that  a  proposal  to 
refuse  approval  of  an  NADA  under 
section  512(d)(1)  of  the  act  is  not 
required  to  take  into  account  the 
economic  costs  and  benefits  of  the 
action.  This  proceeding  is  an 
adjudication  pursuant  to  a  statutory 
provision  in  which  actions  are  based  on 
consideration  of  safety  and 
effectiveness.  Cf.  American  Textile 
Manufacturers  Institute  v.  Donavan,  452 
U.S.  490  (1981), 

In  accordance  with  Executive  Order 
12291  and  the  Regulatory  Flexibility  Act 
(Pub.  L.  96“354),  however.  FDA 
examined  the  economic  consequences  of 
its  rulemaking  terminating  interim 
marketing  by  the  agency’s  proposed 
removal  of  21  CFR  510.450,  and 
concluded  that  such  termination  was 
neither  a  major  rule  nor  one  that 
imposed  a  substantial  burden  on  a 
significant  number  of  small  entities  (53 
FR  35833  at  35835).  That  examination 
and  conclusion  would  apply  equally  to 
the  action  initiated  by  this  notice,  if  it 
were  subject  to  a  requirement  to  analyze 
costs  and  benefits. 

VI.  References 

In  addition  to  the  NADA's  identifed  in 
Section  III  of  this  notice,  copies  of  the 
other  documents  cited  or  referred  to  in 
Sections  I,  III,  and  IV  of  this  notice  have 
been  placed  on  display  in  the  Dockets 
Management  Branch  (address  above). 
Copies  of  references  cited  or  referred  to 
in  the  July  1984  notice,  which  are  also 
included  in  the  record  of  this 
proceeding,  remain  on  display  in  the 
Dockets  Management  Branch  under 
Docket  No.  84N-0036.  Except  for  data 
and  information  prohibited  from  public 
disclosure  under  section  301(i)  of  the  act 
(21  U.S.C.  331(j)).  §  20.61  of  FDA’s 
regulations  governing  public  information 
(21  CFR  20.61),  §  514.11  of  FDA’s 
regulations  governing  NADA’s  (21  CFR 
514.11),  or  18  U.S.C.  1905,  copies  of  the 
NADA’s,  the  references,  and  the  other 
documents  may  be  examined  in  the 
Dockets  Management  Branch  between  9 
a.m.  and  4  p.m.,  Monday  through  Friday. 
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VIL  Notice  of  Opportunity  for  Hearing 

Therefore,  notice  is  given  to  the 
sponsors  listed  in  Section  II  of  this 
notice,  to  all  other  sponsors  of 
sulfonamide-containing  drugs  covered 
by  interim  marketing  under  §  510.450, 
and  to  all  other  interested  persons,  that 
CVM  proposes,  under  section  512(d)(1) 
of  the  act  and  FDA’s  regulations,  to 
refuse  approval  of  the  NADA’s  listed  in 
Section  III  of  this  notice  and  of  all  other 
NADA’s  for  sulfonamide-containing 
drugs  covered  by  interim  marketing 
under  §  510.450,  on  the  grounds  set  forth 
in  Section  III  of  this  notice. 

In  accordance  with  provisions  of 
section  512  of  the  act  (21  U.S.C.  360b) 
and  regulations  promulgated  under  it  (21 
CFR  Part  514)  and  under  authority 
delegated  to  the  Director  of  CVM  (21 
CFR  5.84),  CVM  hereby  provides  an 
opportunity  for  hearing  to  show  why 
approval  of  the  new  animal  drug 
applications  listed  in  Section  III  of  this 
notice  and  of  all  other  NADA’s  for 
sulfomamide-containing  drugs  covered 
by  interim  marketing  under  §  510.450 
should  not  be  refused.  Any  hearing 
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would  be  subject  to  the  provisions  of  21 
CFR  Part  12. 

FDA  has  sent  to  the  sponsor  of  each 
pending  NAOA  listed  in  Section  III  of 
this  notice,  by  certified  mail — return 
receipt  requested,  a  copy  of  this  notice, 
a  copy  of  the  July  1984  notice,  and  a 
copy  of  CVM.’s  May  23, 1986,  letter 
concerning  the  sponsor’s  application, 
together  with  the  attachments  (previous 
deficiency  letters]  to  each  May  23, 1986, 
letter.  For  that  reason,  and  because  of 
the  lengthy  history  of  interim  marketing 
of  sulfonamide-containing  products 
under  §  510.450  (49  FR  27544),  CVM 
advises  that,  absent  extraordinarily 
compelling  circumstances,  it  will  not 
grant  an  extension  of  the  time  within 
which  to  nie  a  written  appearance 
requesting  a  hearing  or  the  data, 
information,  and  analysis  on  which  a 
request  for  a  hearing  relies.  CVM  also 
advises  that  if  a  sponsor  wishes  to  avail 
itself  of  the  opportunity  for  a  hearing 
provided  by  this  notice,  the  sponsor  is 
required  to  request  and  justify  a  hearing, 
as  specified  in  this  notice,  even  if  the 
sponsor  has  previously  requested  a 
hearing  on  an  earlier  refusal  to  approve 
an  NADA. 

If  a  sponsor  decides  to  seek  a  hearing, 
the  sponsor  shall  file  (1)  on  or  before 
December  15, 1988,  publication  in  the 
Federal  Register)  a  written  notice  of 
appearance  and  request  for  a  hearing, 
and  (2)  on  or  before  February  13, 1989, 
the  data,  information,  and  analyses 
relied  on  to  justify  a  hearing,  as 
specifled  in  21  CFR  514.200. 

Procedures  and  requirements 
governing  this  notice  of  opportunity  for 
hearing,  a  notice  of  appearence  and 
request  for  hearing,  submission  of  data. 


information,  and  analyses  to  justify  a 
hearing,  other  comments,  and  a  grant  or 
denial  of  hearing,  are  contained  in  21 
CFR  514.200. 

The  failure  of  a  sponsor  to  file  timely 
written  appearance  and  request  for 
hearing  as  required  by  21  CFR  514.200 
constitutes  and  election  by  the  sponsor 
not  to  avail  itself  of  the  opportimity  for  a 
hearing,  as  does  the  failure  of  the 
sponsor  to  submit  any  data,  information, 
or  analysis  in  support  of  its  hearing 
request.  In  either  of  those 
circumstances,  CVM  will  summarily 
enter  a  final  order  refusing  approval  of 
the  application. 

A  request  for  a  hearing  may  not  rest 
upon  mere  allegations  or  denials,  but 
must  set  forth  speciHc  facts  showing 
that  there  is  a  genuine  and  substantial 
issue  of  fact  that  requires  a  hearing.  If  it 
conclusively  appears  from  the  face  of 
the  data,  information,  and  factual 
analyses  in  the  request  for  hearing  that 
there  is  no  genuine  and  substantial  issue 
of  fact  that  precludes  the  refusal  of 
approval  of  the  application(s),  or  that 
the  request  for  hearing  is  not  made  in 
the  required  format  or  with  the  required 
analyses,  the  Commissioner  of  Food  and 
Drug  will  enter  summary  judgment 
against  the  person(s)  who  request(s)  the 
hearing,  making  findings  and 
conclusions,  and  denying  a  hearing.  If  a 
hearing  is  requested  and  is  justified  by 
the  sponsor’s  response  to  this  notice,  the 
issues  will  be  defined,  an  administrative 
law  judge  will  be  assigned,  and  a 
written  notice  of  the  time  and  place  at 
which  the  hearing  will  begin  will  be 
issued  as  soon  as  practicable. 

'This  notice  of  opportunity  for  a 
hearing  encompasses  all  issues  relating 


to  the  legal  status  of  each  sulfonamide- 
containing  product  subject  to  it.  A 
written  notice  of  appearance  and 
request  for  a  hearing  is  therefore 
required  to  contain  any  contention  that 
a  particular  product  is  not  subject  to  the 
new  animal  drug  requirements  of  the  act 
because  it  is  generally  recognized  as 
safe  and  effective  within  the  meaning  of 
section  201(w]  of  the  act  (21  U.S.C. 

321  (w))  or  for  any  other  reason.  Each 
such  contention  is  required  to  be 
supported  by  the  submission,  on  or 
before  February  13, 1989,  of  the  data, 
records,  information,  and  analysis  that 
are  necessary  and  appropriate  to 
support  the  contention.  1110  failure  of  a 
sponsor  or  any  other  person  to  raise  all 
such  contentions  constitutes  a  waiver  of 
any  contentions  not  raised,  as  does  the 
failure  to  submit  any  data,  information, 
records  or  analysis  in  support  of  any 
contentions  raised. 

All  submissions  under  this  notice 
shall  be  filed  in  four  copies.  All 
submission  under  this  notice,  except  as 
provided  in  21  CFR  10.20(j],  may  be  seen 
in  the  Dockets  Management  Branch 
(address  above]  between  9  a.m.  and  4 
p.m.,  Monday  tl^ough  Friday. 

This  notice  is  issued  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (sec.  512, 
82  Stat.  343-351  (21  U.S.C.  360b))  and 
under  authority  delegated  to  the 
Director,  Center  for  Veterinary  Medicine 
(21  CFR  5.84). 

Dated:  November  7, 1988. 

Gerald  B.  Guest, 

Director,  Center  for  Veterinary  Medicine. 

[FR  Doc.  88-26344  Filed  11-14-88;  8:45  am] 
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